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safety and effectiveness of the drug as 
it is obtained from the investigator. 
The sponsors shall make such reports 
to FDA regarding information relevant 
to the safety of the drug as are re-
quired under § 312.32. The sponsor shall 
make annual reports on the progress of 
the investigation in accordance with 
§ 312.33. 

(d) A sponsor who determines that its 
investigational drug presents an unrea-
sonable and significant risk to subjects 
shall discontinue those investigations 
that present the risk, notify FDA, all 
institutional review boards, and all in-
vestigators who have at any time par-
ticipated in the investigation of the 
discontinuance, assure the disposition 
of all stocks of the drug outstanding as 
required by § 312.59, and furnish FDA 
with a full report of the sponsor’s ac-
tions. The sponsor shall discontinue 
the investigation as soon as possible, 
and in no event later than 5 working 
days after making the determination 
that the investigation should be dis-
continued. Upon request, FDA will con-
fer with a sponsor on the need to dis-
continue an investigation. 

[52 FR 8831, Mar. 19, 1987, as amended at 52 
FR 23031, June 17, 1987; 67 FR 9586, Mar. 4, 
2002]

§ 312.57 Recordkeeping and record re-
tention. 

(a) A sponsor shall maintain ade-
quate records showing the receipt, 
shipment, or other disposition of the 
investigational drug. These records are 
required to include, as appropriate, the 
name of the investigator to whom the 
drug is shipped, and the date, quantity, 
and batch or code mark of each such 
shipment. 

(b) A sponsor shall maintain com-
plete and accurate records showing any 
financial interest in § 54.4(a)(3)(i), 
(a)(3)(ii), (a)(3)(iii), and (a)(3)(iv) of this 
chapter paid to clinical investigators 
by the sponsor of the covered study. A 
sponsor shall also maintain complete 
and accurate records concerning all 
other financial interests of investiga-
tors subject to part 54 of this chapter. 

(c) A sponsor shall retain the records 
and reports required by this part for 2 
years after a marketing application is 
approved for the drug; or, if an applica-
tion is not approved for the drug, until 

2 years after shipment and delivery of 
the drug for investigational use is dis-
continued and FDA has been so noti-
fied. 

(d) A sponsor shall retain reserve 
samples of any test article and ref-
erence standard identified in, and used 
in any of the bioequivalence or bio-
availability studies described in, 
§ 320.38 or § 320.63 of this chapter, and 
release the reserve samples to FDA 
upon request, in accordance with, and 
for the period specified in § 320.38. 

[52 FR 8831, Mar. 19, 1987, as amended at 52 
FR 23031, June 17, 1987; 58 FR 25926, Apr. 28, 
1993; 63 FR 5252, Feb. 2, 1998; 67 FR 9586, Mar. 
4, 2002]

§ 312.58 Inspection of sponsor’s 
records and reports. 

(a) FDA inspection. A sponsor shall 
upon request from any properly au-
thorized officer or employee of the 
Food and Drug Administration, at rea-
sonable times, permit such officer or 
employee to have access to and copy 
and verify any records and reports re-
lating to a clinical investigation con-
ducted under this part. Upon written 
request by FDA, the sponsor shall sub-
mit the records or reports (or copies of 
them) to FDA. The sponsor shall dis-
continue shipments of the drug to any 
investigator who has failed to maintain 
or make available records or reports of 
the investigation as required by this 
part. 

(b) Controlled substances. If an inves-
tigational new drug is a substance list-
ed in any schedule of the Controlled 
Substances Act (21 U.S.C. 801; 21 CFR 
part 1308), records concerning ship-
ment, delivery, receipt, and disposition 
of the drug, which are required to be 
kept under this part or other applica-
ble parts of this chapter shall, upon the 
request of a properly authorized em-
ployee of the Drug Enforcement Ad-
ministration of the U.S. Department of 
Justice, be made available by the in-
vestigator or sponsor to whom the re-
quest is made, for inspection and copy-
ing. In addition, the sponsor shall as-
sure that adequate precautions are 
taken, including storage of the inves-
tigational drug in a securely locked, 
substantially constructed cabinet, or 
other securely locked, substantially 
constructed enclosure, access to which 
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